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DETAILED ACTION 

Claims 1, 9, 17, 28, and 29 are pending in the instant application. Claims 28 and 
29 appear to be allowable. Claims 1 , 9 and 17 are rejected. 

Response to Amendment and Arguments/Remarks 

Applicants' amendment and arguments/remarks filed on March 2, 2009 have 
been fully considered and entered into the application. While applicants have stated that 
the provisional nonstatutory obviousness-type double patenting rejection of claims 1, 9 
and 17 will be addressed when allowable subject matter is indicated, the provisional 
rejection is still considered proper and is, therefore, maintained. The provisional 
nonstatutory obviousness-type double patenting rejection is altered slightly due to the 
claim amendments filed (i.e., on May 19, 2008) in the copending application. The 35 
USC 103(a) rejection of claims 1, 9 and 17 is also maintained. 

In regards to the 35 USC 103(a) rejection of claims 1, 9 and 17, Applicants argue 
that there is no suggestion or motivation in Castro et al., alone or combined with 
knowledge generally available in the art, to modify the reference to arrive at the claimed 
invention, nor does it provide any reasonable expectation that modification of the 
morpholine ring to include methyl would successfully yield compounds having activity 
against IKK that would be useful for the disease or disorders described by the 
Applicants. Applicants also argue that a prima facie case of obviousness also requires 
a showing of adequate support in the prior art for the change in structure. As stated in 
the Office Action dated August 29, 2008, these arguments are not persuasive because 
the motivation to make the claimed compounds derives from the expectation, which is 
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known in the art and was at the time of the invention, that structurally similar 
compounds possess similar properties and, therefore, similar activities (i.e., the 
compounds disclosed in Castro et al. are used for the same purpose or have the same 
activity as the compounds disclosed in the instant application, as inhibitors of IKK). 
Also, to those skilled in the chemical art, one homologue is not an advance over an 
adjacent member of a homologous series. Therefore, one of ordinary skill, knowing the 
properties of one member of a series, would know what properties to expect in adjacent 
members. In re Henze, 85 USPQ 261 (1950), In re Wood, 199 USPQ 137 (CCPA 
1978) and In re Lohr, 137 USPQ 548, 549 (CCPA 1963). The reasonable expectation 
of success derives from the fact that it is well established that the substitution of methyl 
for hydrogen on a known compound is not a patentable modification absent unexpected 
or unobvious results. There would also be a reasonable expectation of success for the 
reason stated above (i.e., structurally similar compounds possess similar properties 
and, therefore, similar activities). As stated in the MPEP § 2144.08 (4. II A. (d)) "In re 
Grabiak, 769 F.2d 729, 731 , 226 USPQ 870, 871 (Fed. Cir. 1985) ("When chemical 
compounds have very close structural similarities and similar utilities, without more a 
prima facie case may be made."). Thus, evidence of similar properties or evidence of 
any useful properties disclosed in the prior art that would be expected to be shared by 
the claimed invention weighs in favor of a conclusion that the claimed invention would 
have been obvious. Dillon, 919 F.2d at 697-98, 16 USPQ2d at 1905; In re Wilder, 563 
F.2d 457, 461 , 1 95 USPQ 426, 430 (CCPA 1 977); In re Linter, 458 F.2d 1 01 3, 1 01 6, 
173 USPQ 560, 562 (CCPA 1972)". Applicant also argues that when considered as a 
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whole, Castro et al. teaches away from the use of the morpholine substituent because 
compound 35 has a higher IC50 value than the compounds that do not have morpholine 
as a substituent. This argument is not found to be persuasive because even though the 
morpholine substituted compound 35 has a higher IC50 value than the non-morpholine 
substituted versions, it still does, in fact, inhibit IKK. Therefore, the fact that it inhibits 
IKK would provide enough motivation to one skilled in the art to make additional 
morpholine substituted compounds (i.e., one with a methyl substituent on the 
morpholine) and to test out their activity against IKK. In other words, the motivation 
would have been to make additional compounds which could possibly be used to inhibit 
IKK. For all the reasons stated above, the examiner has established a prima facie case 
of obviousness and the rejection is maintained. 

Maintained Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1, 9 and 17 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over new claims 30-35 of 
copending Application No. 1 1/101 ,998. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because conflicting claims 30-35 
provide compounds and pharmaceutical compositions which overlap with applicants 
instantly claimed elected invention. For example, the instant claims 1 and 9 are drawn 
to compounds wherein A can be a morpholinyl ring substituted with multiple R6b groups 
and W-G wherein W can be Q- C=0. Therefore, it would have been obvious to one of 
ordinary skill in the art to make some of the compounds of the instant claims given 
copending Application No. 1 1/101 ,998. The motivation would have been to make 
additional compounds for the quoted purpose. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Maintained Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 9 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Castro et al. (C1 reference on 1449 and U reference on 892). 

Determining the scope and contents of the prior art 

Castro et al. discloses the compound 35 and registry no. 590398-98-4 useful to 
inhibit IKK for the treatment of certain inflammatory diseases (pages 241 9 and 2421 and 
abstract). 

Ascertaining the differences between the prior art and the claims at issue 

The difference between the prior art and the claims at issue is that the prior art 
provides an unsubstituted ring A wherein ring A of the instant claims is substituted by at 
least one of C(R9)3, W-G or G, wherein C(R9)3 can be methyl. Therefore, the 
difference between the instant claims and the prior art can be a hydrogen versus a 
methyl on the morpholine ring. 
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Resolving the level or ordinary skill in the pertinent art 

However, minus a showing of unobvious results, it would have been obvious to 
one of ordinary skill in the art at the time of the invention to prepare compounds of 
applicants instant elected invention when faced with the prior art of Castro et al., which 
discloses compound 35 and registry no. 590398-98-4 which are useful as inhibitors of 
IKK for the treatment of certain inflammatory diseases. It is well established that the 
substitution of methyl for hydrogen on a known compound is not a patentable 
modification absent unexpected or unobvious results. In re Wood, 199 U.S.P.Q. 137 
(C.C.P.A. 1978) and In re Lohr, 137 U.S.P.Q. 548, 549 (C.C.P.A. 1963). The motivation 
to make the claimed compounds derives from the expectation that structurally similar 
compounds would possess similar activity (i.e., inhibitors of IKK). 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTIN BIANCHI whose telephone number is 
(571)270-5232. The examiner can normally be reached on Mon-Fri 7am-3:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Kamal A Saeed/ 

Primary Examiner, Art Unit 1626 



Kristin Bianchi 
Examiner 
Art Unit 1626 



